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AMENDMENT ENTRY 

Amendment of 1 1/24/06 has been entered. Claims 1-5, 10-14, 27-28 and 30-39 
are pending. Claims 1-5, 10-14, 27-28 and 30-39 are under examination. The 
amendment has entered no new matter. 

CORRECTIONS REGARDING PREVIOUS OFFICE ACTION 

The following corrections pertain to the previous Office action: 

At page(s) 3 "Claims 19 and 31-32 are rejected under 35 U.S.C. 112, second 
paragraph" should have read as --Claims 29 and 31-32 are rejected under 35 U.S.C. 
112, second paragraph-. 

OBJECTION(S)/REJECTION(S) OF RECORD WITHDRAWN 

The amendment has overcome previously stated issues as follows: 

The rejection of claims 29 and 31-32 under 35 USC 112, 2 nd paragraph. 

The rejection of claims 2-3, 30 and 36 under 35 USC 1 12, 1st paragraph. 

The prior art rejection of claims 1-2, 4-5 and 38-39 based upon Medford et al, 
since the instant Markush group of determinants does not encompass VCAM-1. 

The rejections of claims 1-5, 10-14 and 27-39, under 35 USC 102 (e), (f), or (g), 
based upon Cahoon et al. The Markush group of determinants in the instant claims has 
no members taught by Cahoon et al. 

The obviousness-type double patenting rejection of claims 1-5, 10-14 and 27-39 
overclaims 1-5, 7 and 10-16 of US Pat. 6,900,041. The Markush group of determinants 
in instant claims 1,10 and 27 does not have any overlapping members with the 
Markush group of determinants in issued claims 1 and 10. 

OBJECTION(S) TO CLAIMS NEWLY STATED 

Claims 1, 2, 10, 27, 30, 35, 36, 38 and 39 are objected to because of the 
following informalities: 



Application/Control Number: 10/026,335 Page 3 

Art Unit: 1644 

In claims 1,10, 27, 35 and 38, in step c) of each, between "second cell culture of 
and "produced determinant of inflammation", the article -a-- is required. 

In each of claims 1 , 2, 1 0, 27, 30, 35, 36, 38 and 39 the Markush group of 
determinants must be preceded by the transitional phrase -selected from the group 
consisting of-, rather than merely "selected from". 

Appropriate correction is required. 

Applicant is advised that should claim 10 found allowable, claim 27 will be 
objected to under 37 CFR 1.75 as being a substantial duplicate thereof. When two 
claims in an application are duplicates or else are so close in content that they both 
cover the same thing, despite a slight difference in wording, it is proper after allowing 
one claim to object to the other as being a substantial duplicate of the allowed claim. 
See MPEP § 706.03(k). 

Instantly, though claims 10 and 27 are recited differently, the examiner cannot 
determine how they differ in scope. In each case "glycated protein for inducing 
production of a determinant of inflammation" is added in step b). Though claim 10 refers 
to the "glycated protein" in the preamble and in step a), while claim 27 does not, the 
examiner finds no difference, since, in each case, "glycated protein" is what induces 
"production of a determinant of inflammation" in step b). 

Though claim 10 refers to the "induction" of inflammation in the preamble and in step d), 
while claim 27 does not, the examiner finds no difference, since, in each case, "glycated 
protein" accomplishes an "inducing" of the "production of a determinant of 
inflammation" in step b). If applicant traverses, he must point out specifically what 
limitation difference creates a difference in scope of claims 10 and 27. 

Claims 28 and 31 are objected to under 37 CFR 1.75 as being a substantial 
duplicate of claims 13 and 14. When two claims in an application are duplicates or else 
are so close in content that they both cover the same thing, despite a slight difference in 
wording, it is proper after allowing one claim to object to the other as being a substantial 
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duplicate of the allowed claim. See MPEP § 706.03(k). These sets of claims depend 
from claims 10 and 27, which are considered duplicates, for the reasons noted supra. 

REJECTION(S) OF CLAIMS NEWLY STATED 

Since applicant's amendment has overcome previously stated prior art rejections, 
the search has been extended to other Markush group members recited in the 
independent claims. 

Claims 1-5 and 38-39 are rejected under 35 U.S.C. 103(a) as obvious over Yellin 
et al (US 6,340,459 or WO 97/20063). 

The US and WO references have the same disclosure. The rejection is based 
upon 102 (e) for the former and upon 102 (b) for the latter. For convenience the 
examiner will refer to the US document by col. and line number. 

Yellin et al teach screening methods for the selection of an agent that inhibits 
CD40 ligand (CD40L) activation of CD40 bearing cells. A cultured sample of CD40 
bearing cells is provided. These CD40+ cells are then activated by addition thereto of 
other cells that bear cell surface CD40L or by addition thereto of a protein having the 
activity of CD40L; the cells or protein having the activity of CD40L correspond to the 
instant "stimulatory agent". To the thus activated CD40+ cells one then adds a test 
agent, such as a small molecule; such a small molecule" corresponds to the instant 
"component". One then determines and compares the degree of activation of the 
CD40+ cells under conditions with and without the addition of the test agent. See 
especially col. 10, line 10-col. 11, line 20. 

With respect to the cultured CD40+ cells that are used, Yellin et al teach this cell 
sample may be isolated from diverse tissues (col. 10, lines 41-45). Yellin et al point to 
the fact that endothelial cells express CD40 and that they can be activated by CD40L. 
See especially col. 2, lines 19-43 and the "Second Series of Experiments" from col. 21 , 
line 4-col. 26, line 63. One of skill would have thus found a clear suggestion to use 
CD40+ endothelial cells as the cells to be activated in the screening method taught by 
Yellin et al. 
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With respect to what would serve as a measurement of activation of the CD40+ 
endothelial cells, in the above noted screening method, Yellin et al teach that activated 
endothelial cells show expression of the cell surface molecules CD54 (ICAM-1), CD62E 
and CD106 (VCAM-1). See col. 2, lines 3-18. Note also that it is these same cell surface 
markers that Yellin et al measure in their "Second Series of Experiments" from col. 21 , 
line 4-col. 26, line 63. One of skill would have thus found a clear suggestion to 
determine the expression of one or more of the cell surface molecules CD54 (ICAM-1), 
CD62E and CD106 (VCAM-1) in order to determine the degree of activation of CD40+ 
cells under conditions with and without the addition of the test agent. These cell surface 
molecules would correspond to the instant "determinant". Of those taught by Yellin et al, 
CD54 (ICAM-1) remains within the scope of the determinants recited in instant claims 1 
and 38. 

It is properly considered that one of skill would have realized that any screening 
method taught by Yellin et al that uses CD40+ endothelial cells, a CD40 ligand as an 
activator (stimulatory agent), a test agent (small molecule), and a readout of one or 
more of the cell surface molecules CD54 (ICAM-1), CD62E and CD106 (VCAM-1) to 
determine the degree of activation of CD40+ cells would detect a test agent that may 
serve to inhibit inflammation. This is because Yellin et al clearly teach that there 
is a relationship between the expression of one or more of the cell surface molecules 
CD54(ICAM-1), CD62E and CD106(VCAM-1)and inflammation (e.g. col. 2, lines 3-13; 
col. 24, line 61-col. 25, line 27; col. 26, lines 1-20) and, also, because Yellin et al 
exemplify the readout of one or more of the cell surface molecules CD54 (ICAM-1), 
CD62E and CD106 (VCAM-1) to determine the degree of activation of CD40+ cells in 
their demonstrations in their "Second Series of Experiments" from col. 21 , line 4-col. 26, 
line 63. Yellin et al further teach that agents identified and developed by their method 
may be used to treat inflammation related to endothelial cells. See, for example, col. 13, 
lines 35-46, and col. 14, lines 16-25. 

From the above, instant claims 1 and 38 would have been obvious. 

Regarding claim 4, note that Yellin et al teach that the agent (small molecule) can 
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be a soluble peptide or peptide derivative derived from CD40 or from CD40L (e.g. col. 6, 
lines 47-55; col. 7, lines 26-32; col. 9, lines 40-47). 

Regarding claims 2-3, 5 and 39, while Yellin et al exemplify the readout of one or 
more of the cell surface molecules CD54 (ICAM-1), CD62E and CD106 (VCAM-1)to 
determine the degree of activation of CD40+ cells in their demonstrations in their 
"Second Series of Experiments", it is noted that Yellin et al also teach that, when CD4+ 
T-cells activate endothelial cells, they induce the endothelial cells to secrete IL-1 and 
TNF-alpha (col. 2, lines 12-15). It thus would have also been obvious to have used 
these secreted markers as a measure of activation in any screening experiments that 
use CD40L expressing T-cells (e.g. col. 2, lines 36-43) as activator (stimulatory agent). 

FINALITY 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

CONTACTS 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David A. Saunders, PhD whose telephone number is 
571-272-0849. The examiner can normally be reached on Mon.-Thu. from 8:00 am to 
5:30 pm. The examiner can also be reached on alternate Fridays. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 



supervisor, Christina Chan, can be reached on 571-272-0841 . The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). rp 
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